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Dockets Management Branch (HFA-305) 
Food and Drug Administration 
Department of Health and Human Services 
5630 Fishers Lane 
Room 1061 
Rockville, MD 20852 

Re: Docket No. 2004P-0324 - Comment On Petition As Amended August 30,2004 

Dear Food and Drug Administration: 

This comment responds to the amendment to the citizen petition submitted by Dey, L.P. on 
August 30, 2004. In that amendment, Dey amended the relief sought “to request written 
confirmation from FDA that Eon’s ANDA 76-867 for a generic version of DuoNebB is subject to a 
30-month stay of final approval,” based on a factual scenario set forth in Dey’s citizen petition 
amendment. 

We respectfully request that Dey’s petition, as amended, be summarily denied by FDA. As a 
matter of longstanding practice, FDA does not make decisions, or publicly disclose information, 
regarding possible 30-month delays of ANDA final approval until the issuance of a tentative or final 
ANDA approval letter. Regardless of whether the factual scenario posited by Dey in its petition 
amendment is correct, any effort by FDA to address the underlying issue on which Dey seeks relief 
would result in the public disclosure of information to which Dey would not otherwise be entitled. 
The agency must not allow Dey to use the citizen petition process to subvert longstanding agency 
policies and restrictions on the public disclosure of information. 

We appreciate the agency’s consideration of this comment. 

Respectfully submitted, 
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Arthur Y. Tsien 
AYT:cr 
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